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Food and Drug Administration, HHS § 205.3

205.50 Minimum requirements for the stor-
age and handling of prescription drugs 
and for the establishment and mainte-
nance of prescription drug distribution 
records.

AUTHORITY: 21 U.S.C. 351, 352, 353, 371, 374.

SOURCE: 55 FR 38023, Sept. 14, 1990, unless 
otherwise noted.

§ 205.1 Scope. 
This part applies to any person, part-

nership, corporation, or business firm 
in a State engaging in the wholesale 
distribution of human prescription 
drugs in interstate commerce.

§ 205.2 Purpose. 
The purpose of this part is to imple-

ment the Prescription Drug Marketing 
Act of 1987 by providing minimum 
standards, terms, and conditions for 
the licensing by State licensing au-
thorities of persons who engage in 
wholesale distributions in interstate 
commerce of prescription drugs.

§ 205.3 Definitions. 
(a) Blood means whole blood collected 

from a single donor and processed ei-
ther for transfusion or further manu-
facturing. 

(b) Blood component means that part 
of blood separated by physical or me-
chanical means. 

(c) Drug sample means a unit of a pre-
scription drug that is not intended to 
be sold and is intended to promote the 
sale of the drug. 

(d) Manufacturer means anyone who 
is engaged in manufacturing, pre-
paring, propagating, compounding, 
processing, packaging, repackaging, or 
labeling of a prescription drug. 

(e) Prescription drug means any 
human drug required by Federal law or 
regulation to be dispensed only by a 
prescription, including finished dosage 
forms and active ingredients subject to 
section 503(b) of the Federal Food, 
Drug, and Cosmetic Act. 

(f) Wholesale distribution and wholesale 
distribution means distribution of pre-
scription drugs to persons other than a 
consumer or patient, but does not in-
clude: 

(1) Intracompany sales; 
(2) The purchase or other acquisition 

by a hospital or other health care enti-
ty that is a member of a group pur-

chasing organization of a drug for its 
own use from the group purchasing or-
ganization or from other hospitals or 
health care entities that are members 
of such organizations; 

(3) The sale, purchase, or trade of a 
drug or an offer to sell, purchase, or 
trade a drug by a charitable organiza-
tion described in section 501(c)(3) of the 
Internal Revenue Code of 1954 to a non-
profit affiliate of the organization to 
the extent otherwise permitted by law; 

(4) The sale, purchase, or trade of a 
drug or an offer to sell, purchase, or 
trade a drug among hospitals or other 
health care entities that are under 
common control; for purposes of this 
section, common control means the 
power to direct or cause the direction 
of the management and policies of a 
person or an organization, whether by 
ownership of stock, voting rights, by 
contract, or otherwise; 

(5) The sale, purchase, or trade of a 
drug or an offer to sell, purchase, or 
trade a drug for emergency medical 
reasons; for purposes of this section, 
emergency medical reasons includes 
transfers of prescription drugs by a re-
tail pharmacy to another retail phar-
macy to alleviate a temporary short-
age; 

(6) The sale, purchase, or trade of a 
drug, an offer to sell, purchase, or 
trade a drug, or the dispensing of a 
drug pursuant to a prescription; 

(7) The distribution of drug samples 
by manufacturers’ representatives or 
distributors’ representatives; or 

(8) The sale, purchase, or trade of 
blood and blood components intended 
for transfusion. 

(9) Drug returns, when conducted by 
a hospital, health care entity, or chari-
table institution in accordance with 
§ 203.23 of this chapter; or 

(10) The sale of minimal quantities of 
drugs by retail pharmacies to licensed 
practitioners for office use. 

(g) Wholesale distributor means any 
one engaged in wholesale distribution 
of prescription drugs, including, but 
not limited to, manufacturers; re-
packers; own-label distributors; pri-
vate-label distributors; jobbers; bro-
kers; warehouses, including manufac-
turers’ and distributors’ warehouses, 
chain drug warehouses, and wholesale 
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drug warehouses; independent whole-
sale drug traders; and retail phar-
macies that conduct wholesale dis-
tributions. 

(h) Health care entity means any per-
son that provides diagnostic, medical, 
surgical, or dental treatment, or chron-
ic or rehabilitative care, but does not 
include any retail pharmacy or any 
wholesale distributor. A person cannot 
simultaneously be a ‘‘health care enti-
ty’’ and a retail pharmacy or wholesale 
distributor. 

[55 FR 38023, Sept. 14, 1990, as amended at 64 
FR 67762, Dec. 3, 1999]

§ 205.4 Wholesale drug distributor li-
censing requirement. 

Every wholesale distributor in a 
State who engages in wholesale dis-
tributions of prescription drugs in 
interstate commerce must be licensed 
by the State licensing authority in ac-
cordance with this part before engag-
ing in wholesale distributions of pre-
scription drugs in interstate com-
merce.

§ 205.5 Minimum required information 
for licensure. 

(a) The State licensing authority 
shall require the following minimum 
information from each wholesale drug 
distributor as part of the license de-
scribed in § 205.4 and as part of any re-
newal of such license: 

(1) The name, full business address, 
and telephone number of the licensee; 

(2) All trade or business names used 
by the licensee; 

(3) Addresses, telephone numbers, 
and the names of contact persons for 
all facilities used by the licensee for 
the storage, handling, and distribution 
of prescription drugs; 

(4) The type of ownership or oper-
ation (i.e., partnership, corporation, or 
sole proprietorship); and 

(5) The name(s) of the owner and/or 
operator of the licensee, including: 

(i) If a person, the name of the per-
son; 

(ii) If a partnership, the name of each 
partner, and the name of the partner-
ship; 

(iii) If a corporation, the name and 
title of each corporate officer and di-
rector, the corporate names, and the 
name of the State of incorporation; and 

(iv) If a sole proprietorship, the full 
name of the sole proprietor and the 
name of the business entity. 

(b) The State licensing authority 
may provide for a single license for a 
business entity operating more than 
one facility within that State, or for a 
parent entity with divisions, subsidi-
aries, and/or affiliate companies within 
that State when operations are con-
ducted at more than one location and 
there exists joint ownership and con-
trol among all the entities. 

(c) Changes in any information in 
paragraph (a) of this section shall be 
submitted to the State licensing au-
thority as required by such authority. 

(Approved by the Office of Management and 
Budget under control number 0910–0251)

§ 205.6 Minimum qualifications. 

(a) The State licensing authority 
shall consider, at a minimum, the fol-
lowing factors in reviewing the quali-
fications of persons who engage in 
wholesale distribution of prescription 
drugs within the State: 

(1) Any convictions of the applicant 
under any Federal, State, or local laws 
relating to drug samples, wholesale or 
retail drug distribution, or distribution 
of controlled substances; 

(2) Any felony convictions of the ap-
plicant under Federal, State, or local 
laws; 

(3) The applicant’s past experience in 
the manufacture or distribution of pre-
scription drugs, including controlled 
substances; 

(4) The furnishing by the applicant of 
false or fraudulent material in any ap-
plication made in connection with drug 
manufacturing or distribution; 

(5) Suspension or revocation by Fed-
eral, State, or local government of any 
license currently or previously held by 
the applicant for the manufacture or 
distribution of any drugs, including 
controlled substances; 

(6) Compliance with licensing re-
quirements under previously granted 
licenses, if any; 

(7) Compliance with requirements to 
maintain and/or make available to the 
State licensing authority or to Fed-
eral, State, or local law enforcement 
officials those records required under 
this section; and 
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